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‘Wl*®! 3JU QftflK ‘JidcKt 

(WiWffeTHR) 

3 lftn^pRT 
28-HTtf, 2001 

trr.^T.fT. 21B ( 3 T).—afriftT 3 ?i< TO iq>i t ro t 194s %r frw, ^Ri mu fTq m 1 ^ afhftr sfrr 

TraTtr-THIHlft srftjftw, 1940 (I940^ir23)' , lft *TRf12 3fa*TRT33^ 'WRT G<«hR%'F11* s: 'T'3fa'4RqK 1H5IICT9 

(TfBrrparf*m) ^tPuj^ritt. ttr.’Ki.fi. 757 (at), xnfts 29 ftmwu, 2000 %vmt% into, araronw *no 2 , ij^ 3, 
3w(i), xntsr 29 farcin; 2000 3, TOTntan^frrcn'tft 'TOt%7nm 

^tTrfiniT 3W ® T,3 ^:^ ni;T 

aiFifafl - 513 , swiRira %*n “W «r; 

#3W%WWt^^13tiPn^mT^29-9-2000^?r^9eW-Sf^Ttfy-T<'!ft; 

3fk ^RT ^TWT pKIHf t Tt WTOT ^ 'SITO sfa '^wT *11 $h 04 ^R*CTt % f*fR1T t ; 

wt.-, '3 , w3rf*<Prw^fttircn2 aifa rrt 33 £nT3ftrfl viRw-if *bi y^iVn «wn*t>H 

Hv^i^afrrftrafa'srflNPT nmdVPi4*i, 1945 aftr % ftm; (Vdffrftfln (4 w *pntft¥, arofti:— 

1 . (i) 2001 %i 

(ii) T*^ MUNH “^Rt I 

2. afhfasfaTTCim ^nrtft-pBR, 1945^,— 

(i) 3igg^'«r^'iFn23sr £ f7iW"ii w^%^’’%3rifa^(TT)%WTTxfaHfaR3<iTOT^n? ,r TT, 3i*tfH:— 

"(T) RRlfta^VUTOTitRUlft ; "^T 

(n) ^RW34tTTOH hRm^'SKT lir'jrf RWf ^RT '4CTI9I 

■sir w argsrer w ^Nt 1 " 
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31. FP J TfWsnT1!WrW^>l ■STnntffl, 3TWWT W ^TWfni 4 I’WHi w 

_*_Y - - \ n 3 . f! 1 r% r\ ** -t fl— — A 

sra t wi m tt «nfln tipi 


(HT) 3HPfa l OTfW 

(0 snffw Mlvni i 
(h) ‘*w^«5?nsiif i ftR | (Hftw 
(fiD^^wtRR 
<iv7 

(nfonfeyr-ff a fa : -anfti Mt i 'ttrT ^ ' imwPw 
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(l) ^RWKRT Ww™ 

(il) %Mf^T R(Wft*W 
(Hi) %TR 

(iv) 

(v) 

(vi) 

(vii) TW^fWM 
(viii) 

(ix) ^ “iRt^RwPR 

(x) 1 H?R 

(xi) ^T?R 
(xh) %fW*TCt 

(IT) WRm 

8 : 
( 1 ) anPferRteRT 
(ii) ®t«hlpNH ^($<3 
(Hi) ar^fPWiH 3Tfpr>T 


"5^ HI AM 20T*f R(Bv*t ■at"tv*Ia — 

(i) ^ sVR fl<ft nft afNftwt 

■ t .J y A_*l NLl\ jV ffl 1 V’ a .. _ ft 1 ^ 

*1? W? Wei *11 W8l YiT Wl R FBW«T W WPlI I 

00 yr 6i anfrr 

3/lqfaq) % WJf ’w foiftM’ 5RT f*WT ^ 

(Hi) *n SPT nft it 3im 

VfilRfl HIIH'IM 

(iv) ^ csfi^fv«tf PiPi*it | (rT'«Tr^%«r»EtH^ptropr 
■fthTft wflBid t) w*| ^tV 1 

(v) sm vrsMtoif %*'»i sflr1Wi%3if*idw 

<i*> 'JT(>i*i i 

(vi) th sfaftnif- tt umfWjtfraftf iMm( tonwnw. 
'fllV,^ I 


(iv) 3RTt? 

(v) $ftrer (if^Pwhi 

(vi) '(R^m 

(vii) »M)RFr 3m?*T 
(viii) Vft’TTt 

(ix) 4wi«V-u 

(x) 

(xi) qsrtft ft fafrfti ftra 

(xii) #RT 
(jdii) «M«irc?faE 

(xiv) 'OutVRntovi 

(xv) q wflwwM qifaq fl qR 
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(xvi) 

(xvu) Mifcw n 
(xvfli) 

(xk) Tpr frft^ q mviteq 
(xx) kww 
(x») ^’wywn 
(xxa) $sqqi$t$ 

(xxii) 

(xxtv) MWywt wqWieS 
(xxv) 

(xxvi) RWSlftWH 
(xxvii) -^niWsnfPR ^rro 
(xxvin) 

(xxix) to 

(joot) TOT^R^t^TO 
(xcd) anf^riftm 

_ (xxxri) -^qTyqq ______ 
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■qRf?irnw—‘‘jmft*W, oifaq ^ H l TO MI yw . 28-10M5 -tTO( 1) ftqW21-12-1945 54 

afa W)‘ 3#*PT TTOKrw 29-1 -2001 %TOWTlift 40( «0 % 5TOtftihW^’TO *1111-5-1979 Wt¥H-li#W 
tjq irom ttwcR f*m, 1945 , torto qftqrc *e*im ttottoi (totcto faMm) % sitafa iram nmift arftftmi, wo 
(^fWbsfr. w**- -6i) ww 4 arorffar f 1 

MINISTRY OF HEALTH AND FAMILY WEUFAKE 
(Department uf Health) 

NOTTFKATKIN 
New Ddhi, the 28th March, 2001 

G.S.R 218 (E).— Where as a draft of certain rules further to amend Drugs and 
Cosmetics Rules, 1945 was published as required by Sections 12 and 33 of the 
Drugs and Cosmetics Act, 1940 (23 of 1940), in the Gazette of India, extra 
ordinary part II, Section 3, Sub Section (i) dated 29 m September, 2000 under the 
Notification of the Government of India in the Ministry of Health and family 
Welfare (Department of Health), No. GSR 757(E) dated the 29 th September, 

2000 inviting objections and suggestions from all persons ffltety to be affected 
thereby before the expiry of a period of forty -five days from the date on which 
the copies of the Official Gazette containing the said Notification were made 
available to the public; 
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And whereas copies of the said Gazette were made available to the public 

On 2W-2000 

And whereas objections and suggestions received from the public on the 
said draft rules have been considered by the Central Government; 

Now, therefore, in exercise of the powers conferred by sections 12 and 33 
of the said Act, The Central Government after consultation with Drugs Technical 
Advisory Board, hereby makes the following rules further to amend Drugs and 
Cosmetics Rules, 1945, namely;- 

1. (i) These rules may be called the Drugs and Cosmetics 

{ Third Amendment) Rules, 2001. 

(ii) They shall come Into force on the date of their publication in the Official 
Gazette. 


2. In the Drugs and Cosmetics Rules, 1945,- 

(i) in SCHEDULE F, in PART XII B, under the heading, "II. 
BLOOD DONATION CAMPS", for Item (c), the following shall be 
substituted* namely:- 

“(c) the Indian Red Cross Society; or 

(d) a licensed blood bank run by registered voluntary 
or charitable organisations recognised by State or 
Union Territory Blood Transfusion Council,"; 


(li) In SCHEDULE K, after Item number 30 and the entries relating 
thereto, the following shall be Inserted, namely:- 


Class of Drugs 

Extent and Conditions of Exemption 

“31. The following Homeopathic Medicines, 
namely :- 

(a) Arnica Montana Hair Oil 

(b) Homeopathic ointments, each irj 

16 gm. Tube: 

(i) Arnica Montana 

(II) Calendula Officinalis 

(III) Cantharls 

(iv) Rhus Toxicodendron 

The provisions of chapter IV of the Act and 
the Rules made thereunder which require 
them to be covered with a sale licence in 
Form 20-C subject to the following 
conditions:- 

(1) These homeopathic medicines shall 

be sold in the original sealed small 
quantity packings of the licensed 
manufacturers. , 
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(c) Biochemic tissue remedies In 

tablet 

forms, in generic names 

only, each in 20 gm. Packing in 

3X and 6X trituration; 

0) 

Calcarea Phosphorica 

(») 

Calcarea Sulphurica 

(iii) 

Ferum Phosphoricum 

(iv) 

Kali Muriaticum 

(v) 

Kali Phosphoricum 

(Vi) 

Kali Sulphuricum 

(vii) 

Magnesium 


Phosphoricum 

(viii) 

Megnesia Sulphurica 

(ix) 

Natrum Muriaticum 

(X) 

Natrum Phosphoricum 

(xi) 

Natrum Sulphuricum 

(Xli) 

Silicea 

(d) Homeopathic medicines, 

mentioned below, in pills, each In 

30 C potency, in sealed original 

packing of manufacturer of 8 

gms; 


(i) 

Arnica Montana 

(ii) 

Aconitum Napellus 

(iii) 

Arsenicum Album 

(iv) 

Aloe Socotrina 

(v) 

Apis Melllflca 

(Vi) 

Allium Cepa 

(vii) 

Bryonia Alba 

(vlli) 

Borax 

(Ix) 

Belladonna 

(x) 

Cantharis 

(xi) 

Carbo Vegetables 

(xli) 

Clna 

(xiii) 

Colocynthis 

(xiv) 

Calendula Officinalis 

(xv) 

Caulophyllum 


Thalictroides 

(xvi) 

Cocculus Indicus 

(xvii) 

Chamomilla 

(xvill) 

Drosera Rotundifolia 

(xix) 

Hypericum Perforatum 

(xx) 

Hepar Sulphur 

(xxi) 

Ipecacuanha 

(xxll) 

Ledum Palustre 

(Xxiii) 

Milllefolium 

(xxiv) 

Mercurius Solubllis 

(xxv) 

Nux Vomica 

(xxvi) 

Pulsatilla Nigricans 


These medicines may be stocked and 
sold by retail dealers of medicines 
licensed under rule 61. 

These medicines shall be stored 
separately from other allopathic drugs; 
These medicines shall be purchased 
from a manufacturer or a dealer 
licensed under these Rules. 

The purchase and sale records of 
these medicines shall be maintained 
by the dealer for a minimum period of 
three years. 

These medicines shall be labelled in 
generic/ pharmacopoeial names only. 
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if) 

Qv 

(xxvii) Podophyllum Peltatum 
(xxvill) Plantago Major 
(xxix) Rhus Toxicodendron 
(xxx) Ruta Graveolens 
(xxxi) Symphytum Officinalis 
(xxxii) Veratrum Album 



[No. X-11014/3/2000-DMS &PFA] 
DEEPAK GUPTA, Jt Socy. 


Foot Note: The Principal Rules were published in the Official Gazette vide notification No. F, 28-lO/45H(I) 
dated21-12-1945 and last amended vide GSR 40(E)dt 29-1-2001. The Drugs and Cosmetics Rules, 1945 as amended up to 
1-5-1979 is contained in the publication of the Ministry of Health & Family Welfare (Department of Health) containing the 
Drugs and Cosmetics Act, 1940 (PDGHS-61) 
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